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DETAILED ACTION 

1 . This Office action is responsive to an amendment filed November 1 3, 2008. 
Claims 1 , 40-46 & 48-51 are pending. Claims 1 , 40, 45 & 49 are amended. Claims 2-39 
& 47 have been cancelled. 

Terminal Disclaimer 

2. The terminal disclaimer filed on April 10, 2009 disclaiming the terminal portion of 
any patent granted on this application which would extend beyond the expiration date of 
US 7,322,938 has been reviewed and is accepted. The terminal disclaimer has been 
recorded. 

Claim Rejections - 35 USC § 103 

3. The text of those sections of Title 35, U.S. Code not included in this action can 
be found in a prior Office action. 

4. Claims 1, 40-45 & 49-50 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over McGukin, Jr. (US 6,280,450) in view of Kieturakis (US 5,794,626), 
and further in view of Tihon et al. (US 5,415,656). 

In regards to claims 1, 40-45 & 49-50, McGukin, Jr. discloses a biopsy 
instrument for retrieving body tissue, having a longitudinal axis and comprising: 

(a) an elongated shaft 20 having a longitudinal axis (see col. 6, lines 16-20); 

(b) a tissue penetrating distal end 65 adapted for tissue penetration (see col. 
6, lines 50-52); and, 

(c) a distal shaft portion proximal to the distal end 65; 
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(d) an electrically powered cutting element or component (50, 55) coupled to 
the distal shaft portion which is longitudinally disposed on a distal shaft portion of the 
instrument, which is actuatable between a radially retracted position and a radially 
extended position, relative to the distal shaft portion, and which is movable in said 
radially extended position to isolate a desired intact issue specimen from surrounding 
tissue by defining a peripheral margin about said tissue specimen (see col. 6, lines 23- 
26; col. 7, lines 30-38), 

wherein the tissue cutting component (50, 55) is longitudinally disposed on the 
distal shaft portion; 

wherein the tissue cutting component (50, 55) is configured to be rotated at least 
in part about the longitudinal axis in the radially extended position to isolate the tissue 
specimen; and 

(e) an encapsulation or tissue collection component (25, 30) configured to 
extend over the distal shaft portion to encapsulate the isolated tissue specimen and to 
secure the intact tissue specimen to the distal shaft portion to facilitate removal of the 
intact tissue specimen from a patient's body along with removal of the instrument (see 
col. 6, lines 34-38 & 45-49; col. 7, lines 39-47); 

wherein the tissue collection component (25, 30) is fully capable of maintaining 
the encapsulated tissue specimen intact; 

wherein both the cutting component (50, 55) and the tissue collection component 
(25, 30) are movable from a retracted position to an expanded position (see figs. 1-5). 
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McGukin, Jr. discloses an instrument, as described above, that teaches all the 
limitations of the claims except for an electrosurgical cutting element, an electrical 
conductor connected to said electrosurgical cutting element. 

However, Kieturakis teaches that it is known to provide tissue cutting elements 
15 with one end secured to a distal shaft portion and another end, which is movable 
with respect to the distal shaft portion such that the tissue cutting elements are 
actuatable between a radially retracted position and a radially extended position by 
moving the one end movable with respect to the distal shaft portion toward the end 
secured to the distal shaft portion (see abstract; see figs. 2-3 & 5-8). 

Moreover, Tihon et al. disclose an apparatus comprising an electrosurgical 
cutting element 1 , energized by radio frequency (RF) energy; wherein an electrical 
conductor 35 having a distal end electrically connected to the electrosurgical cutting 
element and a proximal end configured to be connected to a source ESU to deliver 
radio frequency energy from the source to the electrosurgical cutting element; wherein 
the electrosurgical cutting element 1may include one end secured to a distal shaft 
portion and another end, which is movable with respect to the distal shaft portion such 
that the electrosurgical cutting element 1 is actuatable between a radially retracted 
position and a radially extended position by moving the one end movable with respect to 
the distal shaft portion toward the end secured to the distal shaft portion (see figs. 2 & 8; 
column 1 /lines 65-68; column 2/lines 1-5 & 20-31; column 3/lines 21-33; column 5/lines 
56-64; column 8/lines 32-41). 
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In regards to claims 1, 40, 45 & 49, both McGukin, Jr. and Kieturakis teach 
biopsy instruments for retrieving body tissue (see respective abstracts); McGukin, Jr. 
further teaches a plurality of cauterizing cutting elements (see col. 5, lines 56-63; col. 6, 
lines 23-26), which are actuatable between a radially retracted position and a radially 
extended position (see col. 7, lines 30-38); Since Kieturakis teaches that that it is known 
to provide tissue cutting elements 15 with one end secured to a distal shaft portion and 
another end, which is movable with respect to the distal shaft portion such that the 
tissue cutting elements are actuatable between a radially retracted position and a 
radially extended position by moving the one end movable with respect to the distal 
shaft portion toward the end secured to the distal shaft portion (see abstract; see figs. 2- 
3 & 5-8), it would have been obvious to one of ordinary skill in the art at the time 
Applicant's invention was made to provide the instrument of McGukin, Jr. with cutting 
elements having one end secured to a distal shaft portion and another end, which is 
movable with respect to a distal shaft portion as taught by Kieturakis in order to achieve 
biopsy instrument that is more rigid and thus facilitates tissue piercing. 

Moreover, both McGukin, Jr. and Tihon et al. teach body excisional devices; 
McGukin, Jr. teaches cutting elements that are electrocauterizing (see col. 6, lines 23- 
25); since Tihon et al. teach an arrangement comprising a conductor for powering an 
electrosurgically powered cutter to excise a body tissue makes the cutting operation 
easier, more direct, and thus less traumatic, than cutting with an unpowered cutter (see 
col. 1 , line 65 to col. 2, line 5), it would have been obvious to one of ordinary skill in the 
art at the time Applicant's invention was made to provide the instrument of McGukin, Jr. 
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as modified by Kieturakis above with an electrical conductor as taught by Tihon et al. in 
order to power the electrosurgical cutter so as to make the cutting operation easier, 
more direct and thus less traumatic, than cutting with an unpowered cutter. Moreover, 
use of RF powered cutting element permits the convenient application of coagulating 
power for hemostasis. Moreover, it is known to provide instruments for encapsulating a 
specimen in vivo and withdrawing said specimen proximally therefrom (see figs. 1A-B, 
3A-B and col. 7, lines 8-38 of US 5,730,726). 

5. Claims 46-48 & 51 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over McGukin, Jr. ('450) in view of Kieturakis ('626), Tihon et al. ('656), and further in 
view of Grayhack et al. (US 4,61 1 ,594). 

McGukin, Jr. as modified by Kieturakis and Tihon et al. discloses an instrument, 
as described above, that fails to explicitly teach an instrument wherein the 
encapsulation component having a plurality of encapsulation elements which are 
radially extendable from a retracted position to an extension position. 

However, Grayhack et al. teach that it is known to provide an encapsulation 
component having a plurality of encapsulation elements 16 which are radially 
extendable from a retracted position to an extension position; wherein the tissue 
encapsulation component 20 has a proximal end and a distal end, which is configured 
to move one end closer to the other end to effect radial extension from the retracted 
position to the radial extended arcuate position; 
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wherein the tissue encapsulation component 20 is configured so that the distal 
end is fixed and the proximal end moves toward the distal end (see figs. 1-7; col. 3, 
lines 15-32; col. 4, lines 5-21). 

In regards to claims 46-47 & 51, both McGukin, Jr. and Grayhack et al. teach 
instruments for encapsulating a specimen in vivo and withdrawing said specimen 
proximally therefrom; since McGukin, Jr. teaches an expandable aseptic shield to 
collectibly bag the target tissue mass detached from the patient for aseptic removal in 
an axial direction (see col. 2, lines 38-42) while Grayhack et al. teach that it is known to 
provide the encapsulation component with a plurality of encapsulation elements which 
are radially extendable from a retracted position to an extension position (see figs. 4-6), 
it would have been obvious to one of ordinary skill in the art at the time Applicant's 
invention was made to provide the instrument of McGukin, Jr. as modified by Kieturakis 
and Tihon et al. with an encapsulation component having a plurality of encapsulation 
elements which are radially extendable from a retracted position to an extension 
position as taught by Grayhack et al. in order to collectibly bag the target tissue mass 
detached from the patient for aseptic removal in an axial direction. 

In regards to claim 48, McGukin, Jr. teaches an electrically powered cutting 
element or component (50, 55) coupled to the distal shaft portion which is longitudinally 
disposed on a distal shaft portion of the instrument, which is actuatable between a 
radially retracted position and a radially extended position relative to the distal shaft 
portion(see col. 6, lines 23-26; col. 7, lines 30-38) while Grayhack et al. teach that it is 
known to provide the encapsulation component with a plurality of encapsulation 
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elements which are radially extendable from a retracted position to an extension 
position (see figs. 4-6) , it would have been obvious to one of ordinary skill in the art at 
the time Applicant's invention was made to provide the instrument of McGukin, Jr. as 
modified by Kieturakis, Tihon et al. and Grayhack et al. above to include a cutting 
element and an encapsulating element that expand and retract together as claimed in 
order to selectively expand and retract both the cutting element and the encapsulating 
component using a single actuator. Similarly, a single actuator provides the advantage 
that it may be manipulated with fewer maneuvers, thereby increasing automatism and 
reducing operational steps. Furthermore, it has previously been held that merely making 
integral is not patentable-See in re Larson, 340 F. 2d 965, 967, 144 USPQ 347, 349 
(CCPA 1965); In re Wolfe, 251 F.2d 854, 855, 116 USPQ 443, 444 (CCPA 1958). It has 
also been previously held that merely making automatic is not patentable-See In re 
Venner, 262 F.2d 91, 95, 120 USPQ 192, 194 (CCPA 1958). 

Response to Arguments 

6. Applicant's arguments filed April 10, 2009 have been considered but are moot in 
view of the new ground(s) of rejection. 

Conclusion 

7. Applicant's amendment necessitated the new ground(s) of rejection presented in 
this Office action. Accordingly, THIS ACTION IS MADE FINAL. See M PEP 

§ 706.07(a). Applicant is reminded of the extension of time policy as set forth in 37 
CFR 1.136(a). 
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A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the date of this final action. 

8. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to RENE TOWA whose telephone number is (571)272- 
8758. The examiner can normally be reached on M-F, 8:00-16:30. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Max Hindenburg can be reached on (571) 272-4726. The fax phone 
number for the organization where this application or proceeding is assigned is 703- 
872-9306. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 
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